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DETAILED ACTION 

Claims 1-8 are pending in the instant application. 

Priority 

The claim to priority as a 371 filing of PCT/JP03/16258 filed December 18, 2003, 
which claims priority to JP 2002-374659 filed December 25, 2002 has been 
acknowledged in the instant application. 

Information Disclosure Statement 
The Information Disclosure Statements filed on June 24, 2005 and March 30, 
2006 have been considered by the Examiner. 

Claim Objections 

Applicant is advised that should claim 4 be found allowable, claim 8 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 3-8 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for where R3 and R4 are hydrogen, an alkyl group, 
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or a halogenated alkyl group, does not reasonably provide enablement for where R3 
and R4 can be halogen. The specification does not enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make or use the 
invention commensurate in scope with these claims. 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. § 1 12, first 
paragraph, have been described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

The Nature of the Invention 
The nature of the invention is various processes to make compounds of 
Formulae I or II. The first process involves reacting the adamantyl alcohol with 

— *j| — HS* 

0 and subsequently reacted with hydrogen halide gas to yield the 

compound of Formulae I or II. The second process involves reacting the adamantyl 
alcohol with DMSO and acetic anhydride, followed by reaction with sulfuryl chloride to 
yield the compound of Formulae I or II. 

The State of the Prior Art and the Predictability or Lack Thereof in the Art 



Application/Control Number: 10/540,547 Page 4 

Art Unit: 1626 

For the first process, the prior art has many examples of ketones and aldehydes 
which would allow one to practice the invention where R3 and R4 are hydrogen, an alkyl 
group, or a halogenated alkyl group. However, using an acid halide (when R3 or R4 is 
a halogen) would not form a hemiacetal which can then have the hydroxyl replaced by 
halogen, but would form an ester. See McMurry (Organic Chemistry, Fourth Edition 
1996, pages 816-818). 

For the second process, the prior art would predict that the only compound that 
would be formed by the process is where R3 and R4 are hydrogen and X is chlorine. 
See page 453 of Okada et al. (Chem. Pharm. Bull., 1997, 452-456). 
The Amount of Direction or Guidance Present and the Presence or Absence of Working 
Examples 

Two working examples are provided for the first process, but are only drawn to 
where R3 and R4 are hydrogen and X is chlorine. No working examples are provided 
for the second process. 

The Breadth of the Claims 
The breadth of the claims is various processes to make compounds of Formulae 

Ri - | 8* 

I or II. The first process involves reacting the adamantyl alcohol with 0 
and subsequently reacted with hydrogen halide gas to yield the compound of Formulae 
I or II. The second process involves reacting the adamantyl alcohol with DMSO and 
acetic anhydride, followed by reaction with sulfuryl chloride to yield the compound of 
Formulae I or II. 
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The Quantity of Experimentation Needed 

The quantity of experimentation needed is undue experimentation. One of skill in 
the art would need to determine all of the reagents, reaction conditions and synthetic 
schemes in order to make and use the full scope of claimed compounds. 

The Level of Skill in the Art 

The level of skill in the art of organic synthesis and pharmaceuticals is high. 
However, due to the unpredictability in the art as described above, one of ordinary skill 
would be unable to make or use the claimed compound without undue experimentation 
in order to practice the invention as claimed. 

Thus, the specification fails to provide sufficient support of the preparation and 
use of compounds of Formula I where R3 or R4 are halogen. As a result, the 
application would require one of skill to perform an exhaustive search and an inordinate 
number of experiments in order to make or use the claimed compound. 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
engage in undue experimentation to test which diseases can be treated by the 
compound encompassed in the instant claims, with no assurance of success. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 2 recites the limitation "by allowing two Y's to be put together." There is 
insufficient antecedent basis for this limitation in the claim. Therefore, claims 2, 5, and 7 
are rejected as claims 5 and 7 depend off of claim 2. 
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Claims 1-8 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The claims contain limitations such as "having 1 to 
10 carbon atoms" (emphasis added). The limitation is indefinite as one would not know 
what the metes of bounds of the claim are. If there is a substituent that is 20 carbons 
long, would it be excluded by the claim as it has more than 10 carbon atoms or would it 
be embraced by the claims because it would still have 10 carbon atoms in it? 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 



Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Ben-David et 
al. (Journal of Fluorine Chemistry, 1999, 75-78). 



compound of Formula I where n is 1 , m is 1 , Y is F, R1 and R2 are H, R3 and R4 are F, 
and X is F. See page 76. 



The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 



Claim Rejections - 35 USC § 102 



States. 



Ben-David et al. teach the compound 




Claim Rejections - 35 USC § 103 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 4, 6, and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Okada et al. (Chem. Pharm. Bull., 1997, 452-456). 

The instant claims are drawn to reacting a compound of either formula III or IV 
with dimethylsulfoxide in the presence of acetic anhydride to obtain a (methylthio)methyl 
ether compound and reacting it with sulfuryl chloride to obtain the compound of claim 1 . 
Compounds where m and n are 0 are excluded, and the (methylthio)methyl ether 
compound may either be isolated or not isolated. 
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Okada et al. teach the process of reacting an adamanyl alcohol with 
dimethylsulfoxide in the presence of acetic anhydride to obtain a (methylthio)methyl 
ether compound, isolating it, and reacting it with sulfuryl chloride to obtain a compound 
similar to that of claim 1 . See page 453, Chart 1 , steps 1 and 2 and page 455, column 
1. 

Okada et al. do not teach the reaction without isolation or where m and n are not 

0. 

Barring any secondary considerations, working with a crude reaction mixture is 
obvious over a reaction process with isolation as the components may be reacted with 
isolation occurring once the entire reaction scheme is accomplished. This is commonly 
done by those of ordinary skill in order to speed up production of compounds that have 
stable intermediates throughout the reaction scheme. Additionally, the compound of 
claim 1 where n is 1 would be a homologus structure to that of Okada et al. which has 
been held in the courts to be an obvious variant. Additionally, the reaction where n is 
not 0 would be expected to proceed in the same exact way as Okada et al. has set out 
with a reasonable expectation of success as there is no change in the functionality. 
Conclusion 

Claims 1-8 are rejected. Claim 8 is objected to. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph R. Kosack whose telephone number is 
(571)272-5575. The examiner can normally be reached on M-Th 6:30-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kamal A Saeed, Ph.D./ 
Primary Examiner, Art Unit 1626 

/Joseph R Kosack/ 
Examiner, Art Unit 1626 



